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5 Leading Causes of Death, United States
2004, All Races, Both Sexes

Click on anv colored box for detailed causzes and ICD codes.
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What I1s the REAL fix?

Blood, a trauma center and a Surgeon







PolyHeme®

 cross-linked polymer of human Hb in
which two or more tetramers are

covalently linked. :: :3
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New Resuscitation Paradigm
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USA Multicenter
PolyHeme Resuscitation Trial

32 Level 1 Trauma Centers
150 Physician Investigators Study Objective
3500 EMT - Paramedics , , , ,
_ To determine survival of patients in
300 EMS vehicles hemorrhagic shock treated with:
PolyHeme or Standard of Care
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Study Design: Prehospital

Severely Iinjured trauma patients were
assigned to one of two groups by chance
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Test Standard of Care
(PolyHeme®) (Control)

(Case) Receive IV Salt Water

Receive IV PolyHeme




Enrolliment

PolyHeme Resuscitation Trial

Study Entry
( Prehospital )

POLYHEME
(n=350)

CONTROL
(n=364)

Age (+SEM) — years
Male

Penetrating

SBP (:sEem) — mmHg
ISS (+sEM)

Transport time — min

36+ 0.8
78 %
53 %
78 + 0.7
20 + 0.8
26

38+0.9
79 %
52 %
78 + 0.6
19 + 0.7
26




365 Recelved
Control
36 Deaths (10%0)
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60 patients diec

311 Received
Control
29 Deaths (9%0)




Primary Outcome Measure
Efficacy : Day 30 Mortality

Study
Group

As

Randomized
(n="714)

Per

Protocol
(n=590)

13 %
(47/350)

| RIVZ
(46/349)

11 %
(31/279)

CONTROL

10 %
(35/364)

10 %
(36/365)

9 %
(29/311)

p = NS for all treatment comparisons




Non Inferiority : Day 30 Mortality

As Randomized (n=714) pesesntetatitttss — UCI = 7.65 %
As Treated { n — 714 } LTIy ta-t-niina-tan— Ucl - 7.06 ﬂﬁ”

Per Protocol ( n= 590 ) e s naeshe s s f—— UCI - 6.21 ﬂﬁ:

NO DIFFERENCE
BETWEEN
POLYHEME LOWER GROUPS POLYHEME HIGHER

Observed Mortality difference
and upper and lower Cl




Secondary Endpoint
PolyHeme Resuscitation Trial :
Safety Analysis

Adverse Event CONTROL
( Reported by the PI) (n=365)

Adverse Events

(AEs)

Serious Adverse Event
(SAEs)
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o the FDA for product
approval.

e: Permissive Hypotension
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